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1. Patiant identifler {2. Age at time 3. Sex 4. Weight 1. Name (give labaled strength & mtr/labaler, 1f known)
of svent:
or adult ( )female |unk lbs #1 Extra Strength TYLENOL product
Date or ”?
In confidence of birth: (X)male kgs 2. Dose. frequency & route used  [3. Therapy dates (f unknawn, give duration]
B A S 2 or prod proble romfto lor best estimate)
1. X Adverse event snd/or Product problem fe.g.. defects/malfunctions) [#1 unknown dose, po ”n 1995/1996; 1 day
2. Outcomes attributed to adverse event »”? 2
(check all that apply) () disabisty 4. Disgnosis for use (indication) 5. Event abated after use
() demn ¢ ) congenital anomaty #1 unknown or dose
(mosdey/yry
kte-threat: intervention to prevent
() .""0‘ ()W"m damace #1 () Yes ( ) No (X) N/
{ ) hospitakization - inttial or prolonged 2 '
‘ i (x) other: none 6. Lot # (it known) 7. Exp. date {if known) 1#2 ( ) Yes ( ) No ( ) N/
3. Date of event 4. Date of this report #1 unknown n unknown' ' [B Event resppeared afie
1995/1996 10715799 ” 2 reintroduction
(mosdey/ve) imo/dayiyn n Y N x>
cribe probie: T es ]

5. Des svent or . m 9. NDC # - for product problems only Iif known) )
Consumer report received via Internet alleges that the use - - o #2 () Yes ¢ ) No ( ) N/
of an unknown TYLENOL® scetaminophen product was associated 0. G ™y dical prod and therapy dates (exciude reatment of sventl
with LIVER DAMAGE. According to consumer’s Internet report, unknown .

on an unspecified date in 1995 or 1996, he took an
unspecified dose of an unknown TYLENOL® product with
concomitant use of alcohol. He reportedly experienced
permanent LIVER DAMAGE. No further information was

™ provided. 1. Contact office - name/address (& mfring site for devices) |2. Phone number
Vc Mcheil Consumer Heslthcare 215-273-7303
7 Medical Affairs R Prvere
7050 Camp Hill Road leheck alt that apply)
Ft. Washington, PA 19034 ¢ ) forsign
{ ) swdy
¢ ) literature
(x) consumer
h h
4. Date ived by 5. ) pv‘:":nional .
tmosdayryr)
10/06/99 {A) NDA # 19-872 ¢ ) user facility
8. If IND, protocol # IND #
: PLA ¢ ) f:pr?fs.;‘nvtnm
6. Relsvant tests/laboratory deta, including dates pre-1938 ( ) Yes ( ) distributor
unknown - 7., v of report ote (x) othet:
(chock sil thet apply) product  (X) Yes {nternet
( ) S-dey ( )15-day
() 10-day (x)periodic 8. Adverse svent termis)
(X) Initisl ¢ )follow-up # LIVER DAMAGE
5. Nifr. report number
7. Other relavant history, including pree. preexisting medical conditions (e.g., allergies, 12485604
race, pregnancy, smoking and sicohol uss, hepatic/renal dysfunction, etc.)
consumer’s Internet report indicates concomitant use of 1. Name, address & phone #
alcohol
2. Health professional? [3. O th 4. Initial reporter slso
- sent report 1o FDA
Submission of a r does not constitut
, m mmmm”“:.mm.fu,.,,.:;, ) Yes () No () Yes () No () Unk
- distributor, manufacturer or product caused or m—
Facaimle Form 3500A  contributed to the event. 00 0007 )



